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This International Search Report consists of a total of Q sheets. 

fx] It is also accompanied by a copy of each prior art document cited in this report. 



1 . Basis of the report 

a With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

I I the international search was carried out on the basis of a translation of the international application furnished to this 
' — 1 Authority (Rule 23.1(b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed In the international application, the international search 
was carried out on the basis of the sequence listing : 
[x] contained in the international application in written form. 
[3c] filed together with the international application in computer readable form. 
[ | furnished subsequently to this Authority in written form. 
| | furnished subsequently to this Authority in computer readble form. 

I I the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
— international application as filed has been furnished. 

| | the statement that the information recorded In computer readable form is identical to the written sequence listing has been 
furnished 



2. [x] Certain claims were found unsearchable (See Box I). 

3. Q Unity of invention is lacking (see Box II). 

4. With regard to the title, 

| | the text is approved as submitted by the applicant, 
[x] the text has been established by this Authority to read as follows: 
5-HYDROXYTRYPTAMINE TRANSPORTER GENE POLYMORPHISMS 



With regard to the abstract, 

fx] the text is approved as submitted by the applicant. 

| — | the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
I — I within one month from the date of mailing of this international search report, submit comments to this Authority. 

The figure of the drawings to be published with the abstract is Figure No. 



□ as suggested by the applicant. [H None of the figures. 

| | because the applicant failed to suggest a figure. 
| | because this figure better characterizes the invention. 
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transporters. " 
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■O* document referring to an oral disclosure, use. exhibition or 
other means 

■P' document published prior to the international filing date but 
later than the priority date claimed 



■T later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

•X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

•Y* document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 
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F5 CONSIDERED TO BE RELEVANT 



Citation ol documeXwiih indication, where appropriate, ol the relevant passages 



International Application No 

PCT/EP 03/15004 



Relevant to claim No. 



LESCH KLAUS-PETER ET AL: "Association of 

anxiety-related traits with a polymorphism 

in the serotonin transporter gene 

regulatory region" 

SCIENCE (WASHINGTON D C), 

vol. 274, no. 5292, 1996, pages 1527-1531, 

XP001181144 

ISSN: 0036-8075 

cited in the application 

page 1527, column 3 

page 1530, column 3, notes 11 and 14 

PATA CENGIZ ET AL: "Serotonin transporter 
gene polymorphism in irritable bowel 
syndrome" 

AMERICAN JOURNAL OF GASTROENTEROLOGY, 
vol. 97, no. 7, July 2002 (2002-07), pages 
1780-1784, XP002279454 
ISSN: 0002-9270 
abstract 

page 1780, column 1 

page 1781, column 1, paragraphs 2,5 



WO 02/057306 A (BARDEN JULIAN ALEXANDER 
; INTREAT PTY LTD (AU); GIDLEY-BAIRD ANGUS) 
25 July 2002 (2002-07-25) 
claim 26 
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16,18 
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FURTHER INFORMATION CONTINUED FROM PCT/1SA/ 210 



Continuation of Box 1.1 

Although claim 9 is directed to a method of treatment of the human/animal 
body, the search has been carried out and based on the alleged effects of 
the compound/composition. 

Although claims 1-8 relate to a method of determining the susceptibility 
to gastrointestinal diseases in an individual, wherein said method is 
preferably carried out 1n vivo (page 11, lines 10-12 of the description) 
and amount thus a diagnostic method of practised on the human/animal 
body, the search has been carried out and based on the alleged effects of 
the compound/composition. 



Continuation of Box 1.1 
Claims Nos. : 1-9 

Rule 39.1(1v) PCT - Diagnostic method practised on the human or animal 
body 

Rule 39.1(iv) PCT - Method for treatment of the human or animal body by 
therapy 



Continuation of Box 1.2 
Claims Nos. : 9-11, 13-17 

1) Claim 10 relates to the use of a "ligand" for the manufacture of a 
medicament for treating a patient, wherein the "ligand" is only defined 
in terms of Its function, namely that it is a "5HT ligand". This 
functional feature is however not sufficent to characterize said "ligand" 
so as to allow the skilled person to clearly and unambiguously understand 
the scope of said claim (Article 6 PCT). 

A meaningful search over the whole claimed scope is therefore impossible 
and the search has been carried out for those part of the claims which 
appear clear in view of the description, namely those parts relating to 
the "5HT ligands" listed on page page 16, line 28 to page 17, line 11 of 
the present description. 

The search of claim 11, which is dependent on claim 10, was carried out 
accordingly. 

Similarly, the search of claim 9, which relates to a method of treating a 
patient by administering such "5HT ligand", has also been carried out 
accordingly. 

2) Claim 13 relates to a probe, primer or antibody only defined in term 
of its function, namely that 1t is capable of detecting a polymorphism as 
defined in claim 2 or 3 (i.e. a gastrointestinal disease susceptibility 
polymorphism, or a polymorphism which is in linkage disequilibrium with 
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such a polymorphism, in the 5-HTT gene/protein). This functional feature 
is however not sufficient to clearly characterize said probe, primer or 
antibody (Article 6 PCT). Indeed, a primer capable of detecting a 
polymorphism in the 5-HTT gene region could be outside of the 5-HTT gene 
sequence. A meaningful search over the whole claimed scope is therefore 
impossible and the search has been carried out for those part of the 
claims which appear clear in view of the description, namely those parts 
relating to a PCR primer/probe consisting of the sequence 
GGCGTTGCCGCTCTGAATGC or GTGGTTGTCCAGCTCAGTCCCTC (underlined sequences of 
SEQ ID NOs- 1 or 2, page 18); to a probe of at least 10 nucleotides in 
length and having a sequence comprised in SEQ ID NO: 1 or SEQ ID NO: 2 
(example 1, page 18 and page 8, lines 6-7, 20) and to antibody specific 
of the 5'-HTT protein (page 13, lines 15-16 and page 12, lines 22-28). 

3) A lack of clarity in the sense of Article 6 PCT arises from the wrong 
back reference to claim 11 in claim 14. 

Claim 14 relates to a kit for diagnosing susceptibility to 
gastrointestinal disease, comprising an agent, probe, primer or antibody 
as defined in claim 11. Claim 11, however, does not relate to any agent, 
probe, primer or antibody. 

Taking into account the fact that the term "agent" has no precise meaning 
in the context of claim 14 and that said term is not defined in the 
present application, claim 14 has been interpreted as relating to a kit 
for diagnosing susceptibility to gastrointestinal disease comprising a 
probe, primer or antibody as defined in claim 13 as the only claim 
relating to a probe, antibody or primer is claim 13, 
The search of claim 14 has therefore been carried out accordingly (see 
item 2, above). 

4) Claim 15 relates to an isolated polynucleotide or protein only defined 
in that 1t comprises "(i) a polymorphism that causes susceptibility to 
gastrointestinal disease or (ii) a naturally occurring polymorphism that 
is in linkage disequilibrium with (i)". These functional features are 
however not sufficent to clearly and unambiguously characterized said 
isolated polynucleotide or protein. Claim 15 lacks therefore clarity 
within the meaning of Article 6 PCT so as to render a meaningful search 
of said claim impossible. 

Consequently, the search of claim 15 has been carried out for those parts 
of the application which do appear clear, namely those parts relating to 
the isolated polynucleotide or protein as being the 5-HTT gene or the 
5-HTT protein (page 12, lines 22-23), in particular to polynucleotides 
comprising the sequence of SEQ ID NO: 1, SEQ ID NO: 2 (example 1), 
GenBank Acc. Number X76753, GenBank Acc. Number U79746, GenBank Acc. 
Number X76758, GenBank Acc. Number X76762 (Table 1) and GenBank Acc. 
Number X76754 (page 5, lines 7-10). 

The search of claims 16 and 17 which have a back reference to claim 15, 
has been carried out accordingly. 

The applicant's attention is drawn to the fact that claims, or parts of 
claims, relating to inventions in respect of which no international 
search report has been established need not be the subject of an 
international preliminary examination (Rule 66.1(e) PCT). The applicant 
1s advised that the EPO policy when acting as an International 
Preliminary Examining Authority 1s normally not to carry out a 
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preliminary examination on matter which has not been searched. This is 
the case irrespective of whether or not the claims are amended following 
receipt of the search report or during any Chapter II procedure. 
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International application No. 
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Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 

This International Search Report has not been established In respect of certain claims under Article 17(2)(a) for the following reasons: 

1 ' because^Sfey relate to subjec?matter not required to be searched by this Authority, namely: 



see FURTHER INFORMATION sheet PCT/ISA/210 



Cl3tr"n s l^os * X 1 j X 3 X 7 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 



see FURTHER INFORMATION sheet PCT/ISA/210 



3 * I— I because'they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 

This international Searching Authority found multiple inventions in this international application, as follows: 



1 . I — I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
I ' searchable claims. 



2 . [n as all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 



3 | 1 As only some of the required additional search fees were timely paid by the applicant, this International Search Report 

> ' covers only those claims tor which fees were paid, specifically claims Nos.: 



4 I I no required additional search fees were timely paid by the applicant. Consequently, 
1 1 restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



this International Search Report is 



Remark on Protest [^] ™ e additional search fees were accompanied by the applicant's protest. 

j | No protest accompanied the payment of additional search fees. 



Form PCT/ISA/210 (continuation of first sheet (1)) (July 1998) 



INTERNATIONAL SEARCH REPORT 

Information on patent family members 



International Application No 

kPCT/EP 03/15004 



Patent d<^B Wii 




Publication 




Patent faQ^ 


Publication 


cited in search report 




date 




member(s) 


date 


WO 0161039 


A 


23-08-2001 


AU 


4315301 A 


27-08-2001 






EP 


1255870 A2 


13-11-2002 








JP 


2003528593 T 


30-09-2003 








WO 


0161039 A2 


23-08-2001 








US 


2003124566 Al 


03-07-2003 


W0 02057306 


A 


25-07-2002 


WO 


02057306 Al 


25-07-2002 






CA 


2434490 Al 


25-07-2002 








EP 


1360203 Al 


12-11-2003 








WO 


03020762 Al 


13-03-2003 



Form PCT/lSA/210 (palent fami* annex) {January 2004) 



